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Continued Examination Under 3 7 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on April 30, 2007 has been entered. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claims 29-32, 36-58, 60-64 and 67-82 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wilk et al. (WO 93/15648) in view of Hamlin et al. (Re. 36,434). 

Wilk et al. disclose a shaft (14), an image capture device (CCD 90 or 152), a light source 
(26,34 or 160), a control module (12), and a power module (38) which can include a integrally 
housed power source (260, Fig. 12). All components of Wilk et al. are "sterilizable" and 
"autoclavable" since everything is "sterilizable" and "autoclavable" (and the inherent size of the 
Wilk et al. device would allow for the device to fit inside any known machine for doing either). 
The shaft (14) is bendable using steering cables (72a,72b,74a,74b, Fig.2), and is thus flexible, 
and the steering cables are connected to motors (252,254,Fig.l2). The light source and image 
capture device can be mounted at the distal end of the shaft (Figs.7 and 8) and the distal light 
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source can include a second power source (158, Fig.8) at the distal end of the shaft. The control 
module includes a video processor (not numbered but inherent in the circuitry associated with the 
CCD for supplying the video monitor (32), page 7, last paragraph) and a integrally mounted 
display screen (32). The shaft includes channels (52a,52b,52c) which are capable of conveying 
fluid or providing suction (60c,60a). Any of these channels can permit the passable of tools 
through the shaft. The shaft further includes a data transfer cable (88,Fig.4) for transmitting data 
to the video processor. The control module includes a control unit (any one of the housing for 
manually manipulating the device, the joystick (104, Fig.5), the buttons shown on the side of the 
display (Fig.5), or any of the controls of the suction source, air source, water source or light 
source) and a controller (any one of the electrical or mechanical means that control the suction 
source, air source, water source and light source, the processing circuitry which delivers an 
image to the display, motors (252,254), wireless transmitter (156,Fig.8), etc.). Since almost 
anything can be hand-held, the device of Wilk et al. is configured to be. The device of Wilk et 
al. is intended to be placed within the body so, as best understood, it is configured as an 
endoscope, proctoscope and anoscope. 

As for the shaft being sealed, Wilk et al. teaches that the channel that receives the optical 
guide member is "closed at the distal end" (page 5, fourth full paragraph) (note window 28 in 
Figure 3 for example) and that the "present endoscope is easier to clean and maintain in a sterile 
condition" (page 5, fifth full paragraph). This suggests to the reasonable person that window 
seals the shaft, otherwise the optical guide member (20) would not remain in a sterile condition. 
Since the claimed subject matter sets forth the condition for being sterilized as being "sealed", at 
least the sealed shaft will meet this limitation. It is noted that the optical guide member (20) 
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would also appear to be sealed at least at the distal end, and thus, as per the newly added subject 
matter, sterilizable. There is no reason to believe that any portion of the Wilk et al. device could 
not be sterilized or autoclaved, even though that might not be intended. 

Clearly, regarding the citations in Wilk et al. from the paragraph immediately above, the 
sterility must also depend not only on the sealed window, but the shaft (tube 14) itself (a window 
sealed with the shaft would have no more effect that one that is not, if the shaft itself is not 
sealed). Keeping the optical guide member in a sterile condition (while the device is inside of a 
body) would inherently require the material making up the outside of the tube to be "fluid-tight", 
if not "air-tight". 

Although it would appear to be inherent that the proximal end (coupling element 50) of 
tube (14) is connected to control module (12) in a sealed manner to maintain the sterile condition 
of the elements on the interior, as pointed out above, Wilk et al. fails to explicitly state this. 
Hamlin et al. teach in the relevant field of endeavor to place a sealed, sterilizable or discardable 
tube (1 8) over an optical guide member (12) such that the connection of the tube to the control 
module (10) is sealed (note Figs.3, 4 and 7, and col. 6, lines 1-9). This prevents contamination 
from entering the interior of tube (18) and thus contamination of the optical guide member (12) 
(coL6, lines 4-9). It would have been obvious to one of ordinary skill in the art, if not already 
inherent, to have similarly sealed the proximal end of the tube (14) of Wilk et al. when connected 
to the control module (12) to prevent contamination from entering the interior of the tube. This 
is consistent with the teaching of Wilk et al. to maintain the optical guide member in a sterile 
condition. Such modification thus providing an interior of the shaft having a fluid tight seal from 
the environment at the distal (as previously pointed out) and proximal ends. 
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4. Claims 1-4, 6-8, 10-28, 33, 34, 65 and 66 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wilk et al. in view of Hamlin et ah, as set forth above and further in view 
Kanno et al. (U.S. Pat. 4,884,133). 

Wilk et al. in view of Hamlin et al. disclose the elements as set forth above including a 
light source but fails to specify the nature of the light source. Kanno et al. demonstrates that is 
known to use an LED or an array of LEDs in an endoscope for providing illumination, light (note 
26G, 26R, 26B of Figure 1(c) for example). Since it is well known and well within the ordinary 
skill in the art to recognize the advantages of LEDs (e.g., low power requirements, small size, 
etc.) over normal incandescent lamps and use of LEDs in an endoscope for the same purpose 
Wilk et al. (i.e., illumination) has been previously contemplated, it would have been obvious to 
one of ordinary skill in the art at the time of the invention to have used LEDs for the generic 
"light source" of Wilk et al. 

Response to Arguments 

5. Applicant's arguments filed April 30, 2007 have been fully considered but they are not 
persuasive. 

Most arguments are directed to the newly added limitation regarding the interior of the 
shaft being sealed from the environment. The rejections above address such limitation. 

Applicant also argues that teachings of Wilk et al. (i.e., "there is no need to subject 
optical guide member 20 to sterilizing and cleaning operations which may damage the optical 
guide and eventually wear it down") "evidences that an interior of the optical guide member 20 
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is not sealed from the environment at its proximal and distal ends so as to be sterilizable for 
reuse". The Examiner respectfully disagrees since such statement more accurately implies that 
the optical guide member 20 may be damaged after repeated sterilizations (i.e., "eventually wear 
it down). This is known in the art as evidenced by Hamlin et al. (Re. 36,434) at coll, lines 56- 
60. The Examiner submits that the optical guide member can not "eventually" be worn down 
and damaged by repeated sterilizations if it were not sterilizable to being with. 

In any event, the claims define being "sterilizable" structurally as having an interior 
having a fluid tight seal from the environment at the distal end and the proximal end, which 
limitations have been addressed with respect to the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John P. Leubecker whose telephone number is (571) 272-4769. 
The examiner can normally be reached on Monday through Friday, 6:00 AM to 2:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda CM. Dvorak can be reached on (571) 272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/676,046 Page 7 

Art Unit: 3739 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OI 
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